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CERTIFICATE OF ANALYSIS
CEPTHDOUKAT AHATHU3A

Product / IIpoayxT ¢ Exifine tablets 250mg / x3sudus® rabnetin 250 mr o

Batch No / Cepusa Ne : V2300603 Batch Quantity / : 1,25000 tabs /
R B . O6pemmaprau 125000726,
i Analytical Report No / : 890001655668 i Date of Analysis / : 10.04.2023
{ ApanuTuueckuit oTdyer No | laTa apann3a o L

Date of Manufacture / : Mar 2023 | Date of Expiry / : Feb 2026 )
. Hara npou3BoAcTBa | Topen no o

Analysis performec? éccordingﬁND / Ananus n;ﬂ)éaene‘}i_:_i]o IIII(_:_?I;EZIOI 1536/0 1-260422 o i
Pagelof 6/Cip.1m3é6

Ne  Test/IlokazaTens Result/ PezyasTaTel Specification / Hopma
1 Description / ' White, round, uncoated biconvex White to off-white round, uncoated biconvex
Onucanue tablets with the break line on one tablets with the break line on one side and
side and plain surface on other side / plain surface on other side. / Kpyrnsie
Kpyrasie JIBOSKOBBINYKJIIbIE . ABOAKOBBIMYKIBIE TabneTkH OT Oenoro o

TabaeTky Genoro UBeTa € MoYTH OENoro UBeTa ¢ NSIUTENBHON pucKoil
LENMTENLHOH pHUCKOH ¢ OJiHOHA C OJIHOH CTOPOHBL ¥ TaAKOH NMOBEPXHOCTLIO
CTOpPOHBI W TN3AKOH MOBEPXHOCTBIO C LPYrOH CTOPOHEL

C IPYTOi CTOPOHBI.

Remarks : The Product confirms to ND/ - T Conclusion : APPROVED /

Iprmeyanue: [poaykt coorsercTByeT TpeboBaHuamM HA | 3akmoyenune: ONOBPEHO o

Prepared by / Checked by / Approved by: Manager/Executive /

IToarorosneno: Naresh [Iposepero: Rajcev_y(].mdhi Opobpeno: Menemxep / Pyxosoautens

Kumar / / Mang) Kumar ; / I
| &) : |

Reprint Date /10.04.2023 Reprint Date /10.04.2023 Reprint Date /10.04.2023 o I

Jata: Nara: [ Jara: - _ !

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Tel: +91 98166 56001-02
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CERTIFICATE OF ANALYSIS

Batch Quanuty f

Exlﬁnc tablets 250mg / Bsczudmr{@ Ta6neTKn 250 MT

: 1,25000 tabs /

CEPTHOUKAT AHAJIN3A
5 Pmduct / l'ﬁ)ouvtcT : S
I Batch No / Cepust Ne V2300603
' Analytical Report No/ 890001655668
| AnaqmTHYyeckui oTyer No
Date of Manufacture / Mar 2023

|

) Zb - _By i] Vuspeéfmﬁioto?

O6bem napTHH . 1,25000 Tab.
| Date of Analysis / : 10.04.2023
| Jlara amanu3a B o
Date of Expiry/ : Feb 2026 o
Tonen no

JaTa npos3BoACTBA
[ Anal Analysis performed according ND / Ananns nposegen no HJ: 11 N011536/01-260422

2 Identification of terbinafine / TlogaaaHoCTS 5s*ep6uuadmna

2a By HPLC/
BIKX

Complies as prescribed /
CoorgeTcTByeT TpEOOBAHUAM

* Complies as prescribed /

Page20f6/Crp.2uz6 ‘I

The retention time of the main peak in the
chromatogram of test solution should
comply with the retention time of the main’
peak in the chromatogram of terbinafine
hydrochloride reference standard solution
(section "Assay"). / Bpems ynepxuBaHus
OCHOBHOIO OHKa Ha  XpOMATOTpaMme
UCIIBITYEMOTO pacTBopa JOIMKHO
COOTBETCTBOBATh BpPEMEHY  YAEpKHBAHHA
OCHOBHOIO NHKa Ha  XpoMarorpamme
pacTeopa CTaHApTHOTrO ofpaznua
TepbuHaduna  ruapoxiopuza  (paszen
«KonudecTreHHOE OnIpelcnenues).

The UV absorption spectra of both standard

metry/ CoorBeTcTBYET TPebOBAHUAM and sample preparations should exhibit
Y@&-cnexmpogomo- .maxima at the same wavelength /
. Mempusa V@-crieKTpsl  TIOTAOWEHHS  HCIIBITYEMOTO
: ‘ofpasia ¥ CTAHAapTHOTO obpazua

TepGMHacana THAPOXTIOPHAA  JOJDKHBI

,IIBMOHCTpHpOBB.TI: MaKCHUMYyM HOFHOLHEHHH
l'lpH OJHHAKOBEIX OJHHAX BOJH,

[ fieir?arks m’ﬁ’m Product ccf)ﬁi__il_'r‘rzlsmto ND/

i
i

"Reprint Date /10.04.2023

Hpnmeqa ue: TIponykT cooTBeTCTBYET TpebGoBanusm HII

" Conclusion : APPROV EE/ o {
| 3aknwuenue: QJIOBPEHO i

Pre:pared by / | Checked by /
[TogrotorneHo: Naresh | IIposepero: Rajeev Gandhi
Kumar ' 1

Reprint Date /10.04.2023

Hara: Hara:

Hara:

Approved by: Manager/Executiwm )
! Onobpeno: Menemxkep / PyKOBO,ﬂHTEJh

Manoj Kumar ™

l Tl

Reprint Date /10.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO0AS0T

www.drreddys.com
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Dr. Reddy's Laboratories |td
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P,, 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHDHIKAT AHAJIM3A

Product / Ipoayrr 3 Exifine tablegsm2_59ih£ / Dk mbm-r@ Taﬁncmn 250 mr _
" Batch No / Cepusn Ne V2300603 Batch Quantity / : 1,25000 tabs /T
! . | _ Obnem naprnu 1,25000 1a6.
| Analytical Report No / 890001655668 Date of Analysis / : 10.04.2023
ApasuTHyeckuii oTuer No | jgaraamaamsa B i
'Date of Manufacture / Mar 2023 ' Date of Expiry / : Feb 2026
' JlaTa MpON3BOACTBA s Tonen o o

Analysm performed accnrdmg ND / Ananms npoaenen no H,IL ITNO11536/01-260422

Page3 of 6/Cip. 3 u3 6
400 mg + 5.0% (380 mg to 420 mg) /,
400 mr + 5,0 % (ot 380 mr o 420 wmr) ?

Not less than 75% (Q) of the labeled
amount of CyHasN (terbinafine) should
dissolve in 45 minutes. / He menee 75 % (Q)
OT HOMHHabHOrO coaepxanust Cz HasN
(TepOuHaMH) LOMKHO PACTBOPHTLCA Yepe3
45 MHHYT. .

Not more than 0.2% / He Gonee 0,2 % !

Not more than 0.7% / He 6onee 0,7%

3 Average Weight/ 400.8 mg/ 400.8 mr
Cpeanssa macea

4 Dissolution / |
| PacTEopenti 101 %,102 %,101 %, 101 %,

101 %,101 %

5 Related Impurities / Poncreensnie npaMecH
.Highest individual
[impurity / Enunnunas BDL (Disregard arca 4852)
HEHJeHTHQHLUMPOBAH HAS
 IPHMEChH
‘Total impurities / Below Disregard limit
‘CyMma nprMecei

6 Water/Boxa 1.5 %

77 Uniformity of kdbéage 15
units / OTHOPOOHOCTE
' MO3HPOBaHHS

| '8  Microbial limits / Muﬁ—bdﬁuﬁsﬁ&ﬁ;&ké; YHCTOT2

n]lemafks The Product 1ct confirms to ND/
| [Tpameyanue: [Ipoaykr cootseTcTBYET TpeboBanuam HJI

i Prepared by / Checked by /

! Tonrorosneno: Naresh TTporepeHo: Rajeev Gandhi
Kumar -

| (=

i Reprint Date /10.04.2023 Reprint Date /10. .04.2023

Harta: JHara: ) o

Not more than 5.0% w/w /
He Gonee 5,0 % m/m

" Acceptance value (AV) should not exceed
15.0 / [Noka3saress npuemieMocTd (AV)
nonxeH OeITh He Gonee 15,0

|

|

it

Conclusion : APPROVED /
| 3axoyenune: OJJOBPEHO
i Approved by: Manager/Executive /
| Onobpeno: Menemxep / Pykosogutens
Manoj Kumar

4
&

H [
1105 A4
i s

‘Reprint Date /10.04.2023
| ODara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel +971 40 4900 290N, Fax: +91 40 490N 79499,

Fmail: mail@drraddys ram

CIN: LB5195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTHU3A

_Product/ Tlpoayxr ¢ _Emﬁne réig]_gmts__ %5011:11 7 9[;3:1{bm-1® TabreTKH 230 M[‘ o ) o

Batch No / Cepus Ne ¢ V2300603 | Batch Quantity / : 1,25000 tabs /

_____ S e AOOREM TATTHA Ly S

‘ Analyhcal Repart No / : 890001655668 Date of Analysis / : 10.04.2023

' AnayrHuecinii orger No _ | JlaTa anannza o o

Date of Manufacture / ¢ Mar 2023 | Date of Expiry / : Feb 2026

! JlaTa npon3soacrsa [ Fomen po . N

I | Analysis performed according ND / Ananus nposenen no HJI: T1 NO11536/01- 260422 S
Piuc 4 of 6 /Cip. 43 6

a) Total aerobic microbial Less than 100 CFU/g / Not more than 1000 CFU/g /
count / Obuiee yucno Mewnee 100 KOE/T He 6onee 1000 KOE/r
a3pOBHBIX
MUKPOOPTraHH3MOB 5
b) Total combined yeasts ~  Less than 100 CFU/g/ Not more than 100 CFU/g /
and mould count / Obuee Menee 100 KOE/r He 6onee 100 KOE/r

HHCIIO JPONOKEBBIX H
nuecHeBsIX rpuGoB

¢c) E. coli Absent in 1g/ Shall be absentin 1 g/
OTcyrerByer B IT Homiel orcyrcrBoBats B 1 1
' 9 Subdivision of tablets / Complies as prescribed / No more than one individual mass deviates '
Henumocts Tabnerxu CooteercTByeT TpeboBaHHAM from the average mass by more than £+ 15 %

! | and no individual mass deviates from the

{ average mass by more than + 25% /|

! ' He Oonee opnoll vHAMBMAYaNBHOH Macchl
OTKJIOHSAETCH OT CpPENHEro 3HayeHus 6Gonee

yeMm Ha *15 % 1 HH oiHa WHAHBHIYANbHAA

Macca He OTKJIOHSETCS OT  CpPeIHEro
‘3HayeHus GoJiee yeM Ha £25 %.

| 'Remarks : The Product confirms t to ND/ i (“onclusmn API'ROVED/
. 1Ipumedanne: TIpoykT cootseTcTByeT Tpebopanmam HII | 3axmoyenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITogrororneno; Naresh Iposepeno: Rajeev Gandhi | Onobpeno: Meneaxkep / PyxosoguTens
Kumar Manoj Kumar S
J!' { }‘r' 4
& o
' Reprint Date /10.04.2023 Reprint Date '10,04.2023 Reprint Date /10.04.2023

| Hata: | Iara: | Hara: R

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CiN: L85195AP1984PLC0O04507
www,drreddys.com



Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDjA
Tel : +91 98166 56001-02
www.drreddys.com

Dr.Reddy’s Qf':‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIH3A

Product / I'[pouvxr Ex1f1ne tablets 250m9 / Dx3udun® Tabrerin 250 mMr

|
Batch No / Cepua No V2300603 Batch Quantity / : 1,25000 tabs / _“'
L _ . O6wem naprun 1,25000 Tab. }
| Analytical Report No/ 890001655668 ‘Date of Analysis / : 10.04.2023 . '
AnanaTHYecKHit oTyeT No ‘ _ Hata agaanza ) o
Date of Manufacture / Mar 2023 Date of Expiry / : Feb 2026 |

| | laTa mpon3soacTBa Tomen no

| Analysis performed according ND / AHaJIu3 nposeeH o H,Il TINO1 1536/01- 2(_5_0422

10 Assay/ 252.79mg [ 252.79 mr 237.5 mg to 262.5 mg (95.00 % to 105.00 %
KonuuecTennoe (101.11 %) of the labeled amount) of CyHyN
onpejeneHue (terbinafine) per tablet / OT 237,5mr no

262,5mr (ot 9500% mo 105,00% or
. HOMMHAIBHOrO  cofepkanus)  Cp HasN
(Tepbunadmu) B Tabnetke.

i
i

4 tablets in PVC/aluminum blister, 4, 5, 7 or
10 blisters and a patient mformat]on leaflet:
in a carton pack.

16 tablets in PYC/aluminum blister, 1 blister
and a patient information leaflet in a carton
pack. /

[To 4 tabnerku B [IBX/anoMuHuessii

116 tablets in PVC/aluminum blister,

1 blister and a patient information
leaflet in a carton pack. / Ilo 16
Tabnetok B [IBX/anroMuHHEBBIH
6naucrep, 1 OuucTep BMecTe
HHCTPYKUHEH [10 NpPUMEHEHHIO B
44Ky KapTOHHYIO.

11 Package / Ynaxopka

 Gawcrep, 4, 5, 7 unu 10 Gaucrepos smecte ¢
HHCTpYKLHEl 10 NpUMEHEHHIO B nauKy

KapTOHHVIO.
Mo 16 Tabnerok B [IBX/anroMuHMEBBIH
bimctep, 1 6rucTep BMECTE ¢ MHCTpYKIMeH

R S - o i
PageSof6/Cap. 5u36

12~ Labeling /
Maprupoexa

'Complies as prescribed /
CooteercTByer TpeboBaHHIM

13 ;Stoi'age'éonditions/
‘Xpanmenue

| Remarks The F Product conﬁrms to ND/_
| Dpumeuanue: TIponykr coorsercTByeT Tpebosaruam HJJ

10 TIPHMEHEHUIO B ITA4Ky KapTOHHYIO.

According to ND /
B cooreercrauu ¢ HIT

—::Conglxusio-n: APPRO\?EBWI ]

3axuroyenue: OAOBPEHO

N Prepared by / Checked by /
Ionrotosneno: Naresh | [Ipesepeno: Rijcev Gandhi
' /)

Manoj Kumar

\
¥

——

;[ Kumar f

7/
(R
Reprint Date /10.04.2023
Jlara:

‘Reprint Date /10.04.2023
Jara:

| Reprint Date /10.04.2023
.' Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.cam
CIN: L85195AP1984PLCO04507
www.drraeddys.com

At temperature below 25 °C. / Tlpu TemIepatype He Boite 25 °C.

Approved by: Manager/Executive/
Onobpeno: Menemkep / Pyxosomurens

/

ol Lo -
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Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTHOPHKAT AHAJIM3A
ziro@ct / TIpoayxTr . Emfz_ge tablets 2 2502ng/ 'E)Ksnd);m@ Tabnetku 250 Ml" ‘%W_ -
Batch No / Cepus Ne : V2300603 | Batch Quantity / 1 1,25000 tabs/
| . 4 ) o ___ O0bem napTiH ~1,25000 rab.
Analytical Report No / 890001655668 | Date of Analysis / : 10042023
AnpanuTuyeckuii oTuer No ‘ | Jara awanmza o
. Date of Manufacture / : Mar 2023 | Date of Expiry / : Feb 2020 o
I[am NPOH3BOACTHA { Fonen o -

_ Analysis performed accordmg ND / Ananus ﬂpOBe,EleH mo IL: TINOL 1536/01—26042’7 e
Paczc6of6 /L 11.6u3b

14 Shelf life / 3 years / 3 roga
Cpok rognocTu

Remarks : The Product confirms to ND/ Coneclusion : APPROVED/
Mpumeyanue: [Ipogykt cootBeTcTBYeT TpeboBanusM HJL 3akmoyenne: OJOEPEHO
| Prepared by / Checked by / Approved by: Manager/Executive /
§ ITogrotosnexo: Narcsh ' ITposepeno: Rajeev Gandhi Onobpeno: Menemxep / PykosoauTens
Kumar Manoj Kumar ) :
' ; \( - F;;.fn,,i‘ (L
{ Reprint Date /10.04.2023 | Reprint Date 710.04.3093 "Reprint Date /10.04.2023
- Jara: | Mara: . | Tlata: 3 N ‘

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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